acknowledged by national or regional medical associations without however specific steps for relying on all the published evidence. Hence, recent evidence regarding the preventive efficacy of a specific brand of PHF, based rigorous clinical research, should provide the basis for new evidence-based recommendations.
Results: During the reporting period, human pasteurized C1-INH concentrate representing more than 550,000 treatments was distributed. A total of 101 cases of suspected ADRs were reported worldwide, with 62 cases covered by the product's known safety profile: allergic-or anaphylactic-type reactions (11; in very rare cases involving shock), chills and fever (4), lack of effect (26), suspected virus transmission (6; not attributed to the product), and thrombosis (16). Only 2 cases of thrombosis occurred when the product was used in the labelled indication; causality was assessed as unlikely in both cases (pre-existing cerebromalacia in 1 patient, and unspecified underlying pro-thrombotic condition in a second patient with morbid obesity). The other 14 cases of thrombosis occurred during off-label use of the product (substantially higher doses than indicated). Three reports were no ADRs (product exposure during pregnancy, administration failure). Of 36 cases involving isolated reports of varying symptoms not covered by the known product safety profile, causality to the product was established for only 1 case (lightheadedness and dizziness). According to the Council for International Organizations of Medical Sciences criteria, the overall ADR reporting rate for human pasteurized C1-INH concentrate is "rare". Conclusions: Human pasteurized C1-INH concentrate has a well-established safety profile based on 26 years of post-marketing experience with more than 550,000 treatments. The product is safe and well tolerated when used at the recommended dosage in the treatment of acute HAE attacks. 
